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DETAILED ACTION 

1 . This action is in response to the papers filed October 1 7, 2006. 

2. Currently, claims 1-41 are pending. Claims 1-26 are withdrawn from 
consideration. Claims 27-29, 31-41 have been canceled. 

3. Claim 30 is examined on the merits. 

4. . All arguments have been thoroughly reviewed but are deemed non-persuasive 
for the reasons which follow. 

5. Any objections and rejections not reiterated below are hereby withdrawn . 

Maintained Rejections 
Priority 

6. The instant application claims priority to parent application , 09/083, 268 filed 
May 22, 1998 and 08/727,084 filed 10/8/96 and provisional applications filed 5/8/96 and 
7/19/96. 

Applicant states that this application is a continuation or divisional 
application of the prior-filed application. A continuation or divisional application 
cannot include new matter. Applicant is required to change the relationship 
(continuation or divisional application) to continuation-in-part because this 
application contains the following matter not disclosed in the prior-filed 
application: 

In the amended claims 30, reference to "nucleotides 303 to 657 of SEQ ID NO: 
2" and "723 to 890 of SEQ ID NO: 2" are included. The amendment proposes that the 
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new claim language is supported on pages 20, 32, 33, 34, Example 3 and Figure 6a. 
The passage from page 20 is not directed to amplification primers and their binding 
regions. The passage on page 32 is not directed to primers. The passage on page 33 
states using "primers that amplify at least a nucleic acid fragment of SEQ ID NO: 2 
containing nucleotides 658-723 of SEQ ID NO: 2". This recitation within the 
specification, while provide support for amplifying using primers which would amplify the 
CAG repeat region, does not provide basis for the specific position of 303-657 and 723- 
890 of SEQ ID NO: 2. On page 34, lines 15-26, the specification teaches diagnostic 
nucleic acids are derived from SEQ ID NO: 2 (Figure 6), preferably derived from 
nucleotides 163-657 and nucleotides 724-4098, with primes SCA2-A and SCA2-B being 
especially preferred. While this passage supports primers which are upstream and 
downstream of the CAG repeat region, this does not provide support for the narrow 
genus of primer binding regions which are instantly claimed. At the time the invention 
was made, based upon the specification, the applicant's do not appear to have 
contemplated that the narrow regions of 303-657 and 723-890 of SEQ ID NO: 2. The 
concept of "nucleotides 303 to 657 of SEQ ID NO: 2" and "723 to 890 of SEQ D NO: 2". 
does not appear to be part of the originally filed invention. Therefore, recitation 
"nucleotides 303 to 657 of SEQ ID NO: 2" and "723 to 890 of SEQ ID NO: 2" 
constitutes new matter. 

With respect to Claim 36, the amendments provides that a probe is used to 
measure the number of CAG repeats, wherein the probe has a sequence greater than 
22 CAG repeats. The amendment teaches that support for the claim may be found on 
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pates 20, 21 , 22, 33 and Example 3 and 4. The recitation on page 20 does not provide 
any support for a (CAG)22 probe. Page 20 does discuss probes, but the text does not 
provide any indication that the probe is a CAG repeat probe or that the probe contains 
more than 22 repeats. Pages 21-23 fail to discuss CAG probes. Example 3 teaches 
hybridizing PCR products with (CAG)10 probes (page 43, lines 33-34). The 
specification fails to provide any contemplation of a (CAG)22 probe for determining the 
number of CAG repeats. The concept of "a probe having a sequence greater than 22 
CAG repeats" does not appear to be part of the originally filed invention. Therefore, 
recitation "a probe having a sequence greater than 22 CAG repeats" constitutes new 
matter. 

Therefore, the instant claims are afforded the instant priority date of December 
30, 2003 because they are not supported by the earlier applications. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claim 30 is rejected under 35 U.S.C. 102(b) and 102(g) as being anticipated by 
Tsuji et al (US Pat. 6,251,589, June 26, 2001). 

Tsuji teaches a method for diagnosing spinocerebellar ataxia type 2 in a human 
nucleic acid sample comprising the steps of: amplifying said nucleic acid sample with a 
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first primer and a second primer by polymerase chain reaction wherein said first primer 
hybridizes to a region of SEQ ID NO: 1 and said second primer hybridizes to a region of 
SEQ ID NO: 3; obtaining an amplification product of said nucleic acid sample by said • 
polymerase chain reaction; and measuring a number of CAG repeats in said 
amplification product, wherein a number of 35 or more CAG repeats in said nucleic acid 
sample is indicative of said spinocerebellar ataxia type 2 and a number of 15-24 CAG 
repeats in said nucleic acid sample would be negative for SCA2. Tsuji teaches specific 
techniques of measuring and analyzing the CAG repeats of the SCA2 gene, namely gel 
electrophoresis, sequencing, and using hybridization probes (Claims 4-6 of 6,251,589). 

Furthermore as provided in the working Example 2 of Tsuji, Tsuji teaches that in 
all of the normal genes, the numbers of the CAG repeat units were not more than 24, 
while in all of the SCA2 genes, they were not less than 35 (col. 6, lines 45-50). 

Claim 30 recites that primers within 303-657 and 723-890 of SEQ ID NO: 2 of the 
instant application are used. Tsuji specifically teaches using primers from within SEQ 
ID NO: 1 which is nucleotides 303-657 of SEQ ID NO: 2 of the instant application and 
723-890 of SEQ ID NO: 2 of the instant application is SEQ ID NO: 3 of Tsjui. 
Moreover, the specific primers of SEQ ID NO: 19 and 20 of Tsjui are located within 
these specifically enumerated region. 

Furthermore, the claim has been amended to require that the probe has greater 
than 22 CAG repeats. Tsuji specifically teaches using a probe having SEQ IDN O: 17. 
SEQ ID NO: 17 is a probe of 55 CAG repeats. 

Thus, Tsuji teaches every limitation of the instant claims. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct «» 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

8. Claims 27-41 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over Claims 1-4 of U.S. Patent No. 
6,673,535. 

An obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by 
or would have been obvious over, the reference claim(s). See e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
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Although the conflicting claims are not identical, they are not patentable distinct 
from each other because Claims 27-41 of the instant application is generic to all that is 
recited in Claims 1-4 of U.S. Patent No. 6,673,535. That is, Claims 1-4 of U.S. Patent 
No. 6,673,535, fall entirely within the scope of Claim 27-41 , or in other words, Claim 27- 
41 are anticipated by Claims 1-4 of U.S. Patent No. 6,673,535. Here, claim Claims 1-4 
of U.S. Patent No. 6,673,535 recites a method for determining whether a human is 
negative for SCA2 by amplifying using two primers wherein 22 CAG repeats would be 
negative for SCA2. It is noted 22 CAG repeats is within the range of "normal" and 15- * 
24. The claims are also drawn to detecting SEQ ID NO: 1 . Each of the instant claims 
are within the scope of the patented claims. It is noted that SEQ ID NO: 1 is the 
genomic DNA for SCA2 and SEQ ID NO: 2 is the cDNA for SCA2. However each of the 
recited sequences are within the coding cDNA. Thus, Claims 1-4 of U.S. Patent No. 
6,673,535 teaches every limitation of the instant claims. 
Response to Arguments 

The response notes the rejection and will file a terminal disclaimer upon 
indication that the only remaining rejections are Double patenting rejections. 
Thus for the reasons above and those already of record, the rejection is maintained. 

Conclusion 

9. No claims allowable. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Jeanine Goldberg whose telephone number is 
(571 ) 272-0743. The examiner can normally be reached Monday-Friday from 7:00 a.m. 
to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached on (571) 272-0735. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

The Central Fax Number for official correspondence is (571) 273-8300. 



Jeanine Goldberg 

Primary Examiner 

November 29, 2006 




